Hospital for Special Surgery

Form 11 – Checklist Form for Compassionate Use of a Device
---------------------------------------------------------------------------------------------------------------------
Compassionate Use:

For studies involving investigational devices XE "Device" , compassionate use may occur when a physician anticipates that the device that is being tested in a clinical trial is the only option available for a patient with a serious condition who does not qualify for the trial.  Such uses require prior FDA approval of a protocol deviation under 21 CFR 812.35(a).  Prior FDA and institution IRB approval for compassionate use should be obtained before the device is used.  
---------------------------------------------------------------------------------------------------------------------
Compassionate use of an unapproved device requires all of the following protections:

 FORMCHECKBOX 
  Informed consent using the HSS Compassionate use consent template.  For each patient, the HSS Compassionate use consent template may be modified to conform with the manufacturer/sponsor informed consent form submitted to the FDA for this compassionate use to the extent needed to comply with FDA guidance. Please note:  Please also submit a copy of the FDA approved sponsor consent form.
 FORMCHECKBOX 
  Clearance from the institution

 FORMCHECKBOX 
  Concurrence of the IRB Chairperson (which does not constitute IRB approval)

 FORMCHECKBOX 
  A signed letter providing independent assessment of an uninvolved physician.  The FDA requests that the uninvolved physician should be affiliated with another institution and not be from HSS.
 FORMCHECKBOX 
  Authorization of the IDE sponsor

 FORMCHECKBOX 
  A letter signed by the physician providing a description of the patient condition and the circumstances necessitating treatment with the device:

 FORMCHECKBOX 
  A discussion of why alternative therapies are unsatisfactory; and


 FORMCHECKBOX 
  Information to address the patient protection measures
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